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Abstract. This report begins with a history of FDA’s prescription drug user fee program. The program was 
originally authorized for five years, and Congress extended it in two subsequent five-year reauthorizations. The 
current authority expires October 1, 2007. FDA released its proposal for a reauthorized program in January 
2007. The Senate and the House have each passed multipart FDA bills, S. 1082 and H.R. 2900, that include 
the Prescription Drug User Fee Amendments of 2007, which would reauthorize the prescription drug user fee 
program through FY2012. This report summarizes the pros and cons that academics, government and industry 
policy analysts, and consumer and other interested groups raise over what many are calling ” must-pass” 
legislation to ensure that there is no interruption in FDA’s collection and use of the fees to expedite market 
approval and postmarket monitoring of drugs and biologies. 
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The Prescription Drug User Fee Act (PDUFA): 
History, Reauthorization in 2007, and Effect on FDA 

Summary 

In 1 992, Congress passed the Prescription Drug User Fee Act (PDUFA I) to give 
the Food and Drug Administration (FDA) a revenue source — fees paid by the 
pharmaceutical manufacturers — to supplement, not replace, direct appropriations. 
The impetus behind the 1992 law stemmed from the length of time between a 
manufacturer’s submission of an FDA New Drug Application (NDA) or Biologies 
License Application (BLA) and the agency’ s decision on approval or licensure. FDA 
had attributed the delay, which affected patients and manufacturers, to constraints on 
its ability to hire and support review staff. Congress reauthorized the user fee 
program in 1997 (PDUFA II), in 2002 (PDUFA HI), and, most recently, in 2007 
(PDUFA IV), as Title I of the Food and Drug Administration Amendments Act of 
2007 (FDAAA, P.L. 1 10-85). 

Congress intended PDUFA to diminish the backlog of applications at FDA and 
increasingly shorten the time from submission to decision. PDUFA II expanded the 
program’s scope to include activities related to the investigational phases of a new 
drug’s development, and to increase FDA communications with industry and 
consumer groups. PDUFA El again expanded the scope of authorized activities to 
include both preclinical development and a three-year postapproval period. 

In keeping with the law, FDA has worked with the drug manufacturers to set 
PDUFA performance goals, which the Secretary of Health and Human Services 
(HHS) has submitted in letters to the chairs of the relevant congressional authorizing 
committees. The Secretary also submits annual performance and financial reports. 

In crafting PDUFA IV, the most recent reauthorization, the 1 10 th Congress 
addressed workload and compensation adjustments; expanded the authorized range 
of safety activities to include development of data collection systems and analytic 
tools, and enforcement of postapproval study, labeling, and risk evaluation and 
mitigation strategy requirements; increased public communication requirements; and 
authorized a user fee for the advisory review of prescription drug television ads. 

The general view is that PDUFA has succeeded. FDA has added review staff 
and reduced its review times. At each reauthorization, however, discussion returns 
to certain issues in the context of PDUFA that also reflect broader FDA concerns. 
These include budget choices under limited resources, including the relationship 
between direct appropriations and user fees; the identification and amelioration of 
conflicts of interest when the regulated industry is a major source of industry 
funding; and the tension between making new drugs available to the public and 
ensuring that those drugs be safe and effective. 
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The Prescription Drug User Fee Act 
(PDUFA): History, Reauthorization in 2007, 

and Effect on FDA 



In September 2007, Congress reauthorized the Prescription Drug User Fee Act 
(PDUFA). 1 This was the third five-year extension of the original 1992 law. Since 
1993, the program has enabled the Food and Drug Administration (FDA) to collect 
and use fees from pharmaceutical manufacturers to review marketing applications 
concerning prescription drug and biological products. The law intends those fees to 
supplement direct appropriations not replace them. This most recent version of the 
user fee program, often referred to as PDUFA IV, retains the basic structure and 
elements of the original PDUFA. Like PDUFA II and PDUFA IE, PDUFA IV 
addresses issues that had been either unnecessary or unrecognized in earlier versions 
of the law. The current authority expires October 1, 2012. 

This report reviews the history the four PDUFA authorizations as well as the 
issues concerning them. It first describes the situation that led to the introduction of 
prescription drug user fees. It then describes the initial PDUFA law and the 
incremental changes made in each of its reauthorizations. The report closes with a 
discussion of the intended and unintended effects of the prescription drug user fee 
program on FDA both within the human drug program and agency-wide. 

This report presumes some knowledge of the approval process for drugs and 
biologies. Readers unfamiliar with those activities might benefit by first reading 
CRS Report RL32797, Drug Safety and Effectiveness: Issues and Action Options 
After FDA Approved , by Susan Thaul. 



Before Prescription Drug User Fees 

The 1992 passage of PDUFA had its origin in the dissatisfaction from industry, 
consumers, and FDA itself. All three felt it took far too long from the moment a 
manufacturer submitted a drug or biologies marketing application to the time FDA’ s 
reached its decision. In the late 1980s, that process took a median time of 29 
months. 2 Patients had to wait for access to the products. For some patients, a drug 



1 The Prescription Drug User Fee Amendments of 2007 is Title I of the Food and Drug 
Administration Amendments Act of 2007 (FDAAA, P.L. 1 10-85). For a description of all 
11 titles of FDAAA, see CRS Report RL34465, FDA Amendments Act of 2007 (P.L. 
110-85), by Erin D. Williams and Susan Thaul. 

2 Food and Drug Administration (FDA), Third Annual Performance Report: Prescription 
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